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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of the invention of Group VI, drawn to a 
method of identifying genomic regions involved in the development of cancer, in the 
reply filed on 05/01/2008 is acknowledged. 

In the same response, Applicant elected with traverse the species of. The 
traversal is on the ground(s) that the method of claims 73-75 is directed to the 
identification of genomic regions involved in the development of cancer, so requiring 
election of species of genomic regions thus identified reverses the logic of the invention. 
If the method steps of claims 73 and 74 are searched as method steps, the search will 
embrace any genomic region that might be identified by such a method. This is not 
found persuasive because, while claims 73 and 74 embrace any genomic region that 
might be identified by such a method, the dependent claim 75 recites specific genomic 
regions (i.e., it does not embrace just any genomic region), each specific region 
requiring a separate search in the patent and non-patent literature. Therefore, 
searching for all the species recited in claim 75 would be a burden for the Examiner. 
The species election requirement is therefore deemed proper and made final. 

Claims 1-51 have been cancelled. 

Claims 52-72 are withdrawn from further consideration pursuant to 37 CFR 
1 .142(b) as being drawn to a nonelected inventions, there being no allowable generic or 
linking claim. 
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Claims 73-75 are under examination. 

Specification 

2. The use of the trademark Superscript has been noted in this application (p. 64, 
line 17). It should be capitalized wherever it appears and be accompanied by the 
generic terminology. 

Although the use of trademarks is permissible in patent applications, the 
proprietary nature of the marks should be respected and every effort made to prevent 
their use in any manner which might adversely affect their validity as trademarks. 

3. The disclosure is objected to because it contains an embedded hyperlink and/or 
other form of browser-executable code (p. 23, line 4, p. 70, line 23). Applicant is 
required to delete the embedded hyperlink and/or other form of browser-executable 
code. See M PEP § 608.01. 

Claim Rejections - 35 USC § 101 

4. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

5. Claim 75 is rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. Specifically, the recitation of "obtainable" does 
not necessarily mean that the claimed genomic regions are isolated from the animals; 
"obtainable" means that the genomic regions could be isolated from the animals if 
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needed. As such, the claim reads on genomic regions within animals; animals are 
products of nature and products of nature are non-statutory subject matter. 

Claim Rejections - 35 USC § 112, second paragraph 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 73-75 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Specifically, claim 73 recites that the genomic 
regions are selected from a group comprising 40 genomic regions, more preferably from 
a group comprising only 5 out of the 40 genomic regions. A preferred embodiment may 
be set forth in another dependent claim; when stated in a single claim, preferences lead 
to confusion over the intended scope of the claim. Since it is not clear whether the 
claimed preferred embodiment (i.e., the group consisting of only 5 genomic regions) is a 
claim limitation, the metes and bounds of the claims cannot be determined and the 
claim is indefinite. 

Claim 73 and 74 have been included in the instant rejection because claim 
directly or indirectly depends from them, and therefore, claims 73 and 74 encompass 
the embodiment under rejection. 
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8. Claims 74 and 75 are rejected under 35 U.S.C. 1 1 2, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Specifically, claim 74 recites a method of identifying common viral integration 
sites by: performing the method of claim 73 (step (a)), designing genomic region- 
specific primers, isolating nucleic acids form tumors, and amplifying the isolated nucleic 
acids by using a set of nested primers comprising the genomic region-specific primers 
and retrovirus-specific primers (steps (b)-(e)), and blotting the amplification product 
(step (e)). It is noted that step (a) of claim 74 already recites isolating the nucleic acid 
and amplifying the isolated nucleic acid with retrovirus-specific primers (see claim 73). 
Therefore, claim 74 practically recites two distinct methods: the first as disclosed in 
steps (a) and (e), wherein the method uses retroviral-specific primers; the second, as 
disclosed in steps (b)-(e), wherein the method uses both retroviral-specific and genomic 
region-specific primers. Since it is not clear what method is claimed, the metes and 
bounds of the claim cannot be determined and the claim is indefinite. 

Claim 75 is rejected for being dependent from the rejected claim 74 and also for 
failing to further clarify the basis of the rejection. 

For examination purposes, the claim is interpreted as being drawn performing the 
method recited in claim 73, i.e., using retroviral-specific primers. 

Claim Rejections - 35 USC § 112, first paragraph - written description 

9. The following is a quotation of the first paragraph of 35 U.S.C. 112: 
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The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

10. Claim 75 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. Adequate written description requires more than a 
mere statement that it is part of the invention. See Fiers v. Revel, 25 USPQ2d 1601, 
1 606 (CAFC1 993). The Guidelines for the Examination of Patent Application Under the 
35 U.S.C.1 12, 1f1 "Written Description Requirement" makes it clear that the written 

description requirement for a claimed genus may be satisfied through sufficient 
description of a representative number of species disclosures of relevant, identifying 
characteristics, i.e., structure or other physical and or chemical properties, functional 
characteristics coupled with a known or disclosed correlation between function and 
structure, or by a combination of such identifying characteristics, sufficient to show the 
applicant was in possession of the genus (Federal Register, Vol. 66, No. 4, pages 1099- 
1111, Friday January 5, 2001 , see especially page 1 1 06 3 rd column). 

Claim 75 encompasses a wide genus of Cish2 and Prdx2 genomic regions. 
Therefore, claim 75 encompasses a wide and variable genus of genomic regions the 
structure of which is not sufficiently disclosed in the specification and the claims. 

To satisfy the written description requirement, a patent specification must 
describe the claimed invention in sufficient detail such that the Artisan can reasonably 
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conclude the inventors had possession of the claimed invention. Such possession may 
be demonstrated by describing the claimed invention with all its limitations using such 
descriptive means as words, structures, figures, diagrams, and/or formulae that fully set 
forth the claimed invention. Possession may be shown by an actual reduction to 
practice, showing that the invention was "ready for patenting", or by describing 
distinguishing identifying characteristics sufficient to show that the Applicants were in 
possession of the claimed invention (January 5, 2001, Fed. Reg., Vol. 66, No. 4, 
pp.1 099-1 1 ). In analyzing whether the written description requirement is met for the 
genus claims, it is determined whether representative numbers of species have been 
described by their complete structure and functional characteristics. 

Specifically, at issue is the breadth to any Cish2 and Prdx2 genomic region, in 
particular since no function or structure is defined in the claim that would define the 
genomic region. The specification does not provide any disclosure as to what would 
have been the complete structure of sufficient number of species of the claimed genus. 
The specification only discloses using insertional mutagenesis to identify common virus 
integration sites, wherein one specific integration site in or near each Cish2 and Prdx2 
genes was found (it is not clear from the specification if the discovered integration site 
are in or near the gene). However, as noted above, Applicant claims Cish2 and Prdx2 
genomic regions. As such, the term "Cish2 and Prdx2 genomic regions" generically 
refers to any genomic region (including enhancers, promoters, introns, exons, 5' and 3' 
UTRs) derived from the Cish2 and Prdx2 genes or their allelic variants, and therefore, it 
just a name which does not define the specific linear genomic region claimed. The 
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specification does not describe what would have been the identifying characteristics, 
such as specific features and functional attributes, of the different genomic regions. 
Thus, it is apparent that at the filing date of the present application, Applicant did not 
have in possession a representative number of species for a broad genus of Cish2 and 
Prdx2 genomic regions. The claimed invention as a whole is not adequately described 
if the claims require essential or critical elements that are not adequately described in 
the specification. One of skill in the art cannot fully envision the detailed structure of a 
broad genus of Cish2 and Prdx2 genomic regions, as claimed. In conclusion, this 
limited information is not sufficient to reasonably convey to one of skill in the art that the 
Applicant invented what was claimed. Consequently, the Applicants were not in 
possession of the instant claimed invention, at the time the application was filed. 

Claim Rejections - 35 USC § 102 

1 1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

12. Claims 73 and 75 is rejected under 35 U.S.C. 102(b) as being anticipated by Li et 
al. (Nature Genetics, 1999, 23: 348-353), as evidenced by Bedigian et al. (J Virol, 1984, 
51 : 586-594). 

With respect to claim 73, Li et al. teach a method of identifying genomic regions 
involved in cancer development, the method comprising: (a) aging BXH-2 (it is noted 
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that the BXH-2 mice spontaneously produce MuLV beginning early in gestation and 
develop tumors by 7 months of age, see Bedigian et al., Abstract, p. 586, column 1 ; i.e., 
Li et al. perform insertional mutagenesis by using a mouse infected with a tumor- 
inducing retrovirus), (b) isolating chromosomal DNA from tumors developed by the 
infected BXH-2, (c) digesting the isolated DNA with an endonuclease capable of cutting 
once the MuLV DNA sequence and at least once the chromosomal DNA, (d) ligating the 
cut DNA to form circles, (e) amplifying the circles by first using primers specific for the 
MuLV DNA and amplifying the product thus obtained in a secondary amplification using 
a nested set of primers specific for the MuLV DNA, and (f) determining the nucleotide 
sequence of the amplified chromosomal DNA fragment and comparing it with known 
sequences in the EST database to identify coding regions (Abstract, p. 348, columns 1 
and 2, Fig. 1 , p. 352, column 2, p. 353, columns 1 and 2). 

With respect to claim 75, Li et al. teach isolating DNA from murine leukemia cells 
and digesting the isolated DNA with restriction endonucleases, i.e., they teach a set of 
genomic DNA regions comprising genomic regions derived from the Cish2 and Prdx2 
genes (p. 348, column 1, first paragraph, p. 353, column 1). It is noted that the term 
"genomic regions obtainable by a method according to claim 74" recited in the claim 
does not limit the claim to genomic regions obtained by the method recited in claim 74. 
"Obtainable" only means that the genomic regions could be within the animal (see 
above) or that the genomic regions could be obtain by any method, including the 
method recited in claim 74 and the one of Li et al. 
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Since Li et al. teach all claim limitations, the claimed invention is anticipated by 
the above-cited art. 

Claim Rejections - 35 USC § 103 

1 3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

14. Claims 73-75 are rejected under 35 U.S.C. 103(a) as being unpatentable over Li 
et al. taken with Bedigian et al., in view of each Silver et al. (J Virol, 1989, 63: 1924- 
1928). 

The teachings of Li et al. and Bedigian et al. are applied as above for claims 73 
and 75. Li et al. and Bedigian et al. do not teach further blotting their amplified DNA 
(claim 74). Silver et al. teach identifying common viral integration sites by isolating and 
amplifying genomic DNA, wherein the identity of the amplified genomic DNA is further 
confirmed by Southern blotting using a retroviral-specific and a genomic region-specific 
probe (p. 1924, columns 1 and 2, p. 1926, columns 1 and 2, Fig. 2). It would have been 
obvious to one of skill in the art, at the time the invention was made, to modify the 
method of Li et al. and Bedigian et al. by further including the Southern blotting of Silver 
et al., with a reasonable expectation of success. One of skill in the art would have been 
motivated to do so in order to confirm the identity of the amplified genomic region. One 
of skill in the art would have been expected to have a reasonable expectation of 
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success in doing so because Southern blotting was routine in the prior art. Thus, the 
claimed invention was prima facie obvious at the time the invention was made. 

15. No claim is allowed. No claim is free of prior art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ILEANA POPA whose telephone number is (571)272- 
5546. The examiner can normally be reached on 9:00 am-5:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on 571-272-0739. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Ileana Popa, PhD 



Application/Control Number: 10/524,507 Page 12 

Art Unit: 1633 



/lleana Popa/ 
Art Unit 1633 



